§5.83

Deputy Center Director for Pharma-
ceutical Science, Center for Drug Eval-
uation and Research (CDER), are au-
thorized to issue notices of an oppor-
tunity for a hearing on proposals to
refuse approval or to withdraw ap-
proval of new drug applications and ab-
breviated new drug applications and
supplements thereto on drugs for
human use, except for those drugs list-
ed in §314.440(b) of this chapter, that
have been submitted under section 505
of the Federal Food, Drug, and Cos-
metic Act and subpart B of part 314 of
this chapter and to issue notices refus-
ing approval or withdrawing approval
when opportunity for hearing has been
waived.

(b) The Director and Deputy Direc-
tor, Center for Biologics Evaluation
and Research, for those drugs listed in
§314.440(b) of this chapter, are author-
ized to issue notices of an opportunity
for a hearing on proposals to refuse ap-
proval or to withdraw approval of new
drug applications and abbreviated new
drug applications and supplements
thereto on drugs for human use that
have been submitted under section 505
of the Federal Food, Drug, and Cos-
metic Act and subpart B of part 314 of
this chapter and to issue notices refus-
ing approval or withdrawing approval
when opportunity for hearing has been
waived.

[54 FR 8319, Feb. 28, 1989, as amended at 62
FR 2558, Jan. 17, 1997]

§5.83 Approval of new animal drug ap-
plications and their supplements.

(@) The Director and Deputy Direc-
tor, Center for Veterinary Medicine
(CVM), are authorized to perform all
the functions of the Commissioner of
Food and Drugs with regard to the ap-
proval of new animal drug applications,
and supplements thereto, for new ani-
mal drugs submitted pursuant to sec-
tion 512 of the Federal Food, Drug, and
Cosmetic Act (the act).

(b) The following officials are author-
ized to perform all the functions of the
Commissioner of Food and Drugs with
regard to the approval of supplemental
applications to approved new animal
drugs submitted pursuant to section
512 of the act:

(1) The Director, the Deputy Director
for Human Food Safety and Consult-
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ative Services, and the Deputy Direc-
tor for Therapeutic and Production
Drug Review, Office of New Animal
Drug Evaluation, CVM.

(2) The Director and Deputy Director,
Office of Surveillance and Compliance,
CVM.

(c) The following officials are author-
ized to perform all the functions of the
Commissioner of Food and Drugs with
regard to the approval of supplemental
applications to new animal drug appli-
cations that are described by
§514.8(a)(4)(iii), (iv), and (v), and (d)(3)
of this chapter.

(1) The Director, Division of Chem-
istry, Office of New Animal Drug Eval-
uation, CVM.

(2) The Director, Division of Surveil-
lance, Office of Surveillance and Com-
pliance, CVM.

(d) The following officials are author-
ized to perform all the functions of the
Commissioner of Food and Drugs with
regard to the approval of applications
for animal feeds containing new animal
drugs:

(1) The Director and Deputy Director,
Division of Animal Feeds, Office of
Surveillance and Compliance, CVM.

(2) The Chief, Petition Review and
Medicated Feeds Branch, Division of
Animal Feeds, Office of Surveillance
and Compliance, CVM.

(3) The Medicated Feeds Specialist,
Petition Review and Medicated Feeds
Branch, Division of Animal Feeds, Of-
fice of Surveillance and Compliance,
CVM.

[49 FR 14937, Apr. 16, 1984, as amended at 50
FR 14094, Apr. 10, 1985; 53 FR 2225, Jan. 27,
1988; 53 FR 17186, May 16, 1988; 53 FR 40055,
Oct. 13, 1988]

§5.84 Issuance of notices, proposals,
and orders relating to new animal
drugs and feeds bearing or contain-
ing new animal drugs.

(a) The Director and Deputy Direc-
tor, Center for Veterinary Medicine
(CVM), are authorized to:

(1) Issue notices of opportunity for a
hearing on proposals to refuse approval
or to withdraw approval of new animal
drug applications, and supplements
thereto, for drugs for animal use and
feeds bearing or containing new animal
drugs, submitted pursuant to section



